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Indefiniteness Rejection 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 57 and 58 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim 56 recites a composition which "has an added water content of 1.2 wt%". 
Since this is a single value, the later recitations of "0 to 1 .0 wt%" and "0 to 0.8%" in 
claims 57 and 58, respectively, lack antecedent basis. 

The examiner notes that this situation is apparently the result of a typographical 
error. The specification describes (page. 8, lines 30 and 31) compositions having an added 
water content of "1 .2 wt% or less"; apparently "or less" was omitted from the instant 
claim due to an inadvertent omission in drafting. 

Obviousness Rejection 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the 
various claims was commonly. owned at the time any inventions covered therein were 
made absent any evidence to the contrary. Applicant is advised of the obligation under 
37 CFR 1.56 to point out the inventor and invention dates of each claim that was not 
commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

1) Claims 51-55 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Pathak et al (USP 6,1 13,944) in view of Benneker et al (USP 5,874,447) and Takado et al 
(USP 5,486,365). 

The primary reference discloses paroxetine formulations for oral administration 
which are prepared by dry granulating in the absence of water. See column 1, lines 50-58 
and column 2, lines 64-67. Conventional excipients used include calcium phosphate, 
sodium starch glycollate, and magnesium stearate. See column 2, lines 12-16. Working 
example 2 discloses a formulation comprising sodium starch glycollate, calcium 
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phosphate, and magnesium stearate; microcrystalline cellulose, lactose or any other 
diluent or excipient is not included therein. Dry granulation is taught to overcome the 
recognized problem of discoloration in which paroxetine takes on a pink hue (column 1, 
lines 35-47). 

The primary reference differs from the instant claims insofar as it does not specify 
the use of sulfonate salts of paroxetine (it instead exemplifies the hydrochloride), nor 
does it specify the use of calcium hydrogen phosphate anhydrate ( = anhydrous calcium 
hydrogen phosphate). 

Benneker et al. (USP 5,874,447) teach that paroxetine sulfonate salts (such as 
paroxetine methane sulfonate) are preferable to paroxetine hydrochloride salts because 
the former do not undergo the discoloration associated with the latter when tabletted, and 
because the former have better water solubility (and thus better bioavailability). See 
column 1, lines 30-65. See also column 7, lines 8-13 (teaching that either wet or dry 
granulation may be used). Excipients are only generally taught. 

Takado et al. (USP 5,486,365) teach that calcium hydrogen phosphate is an ideal 
excipient for pharmaceutical compositions because it provides excellent fluidity, increase 
stability, and decreases discoloration. See column 4, lines 10-23 and column 7, lines 43- 
46. The calcium hydrogen phosphate is preferably used in anhydrous form, the water 
content being minimized or eliminated by drying under heat (column 2, lines 29-34). 
Medicaments are only generally taught. 

It would have been obvious to have used paroxetine sulfonates instead of 
hydrochlorides, and to have specifically used calcium hydrogen anhydrate instead of 
calcium phosphate generally, in formulating the pharmaceutical compositions of the 
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primary reference, motivated by the desire to further enhance discoloration resistance as 
taught by Benneker et al and Takado et al, respectively. 

2) Claims 56-59 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Pathak et al (USP 6,1 13,944) in view of Benneker et al (USP 5,874,447) and Takado et al 
(USP 5,486,365). 

The primary and secondary references, and the motivation for their combination, 
are discussed supra . The pharmaceutical compositions suggested by their combined 
teachings differ from the instant claims insofar as specific pH values are not provided. 1 

Generally, it is prima facie obvious to determine workable or optimal values 
within a prior art disclosure through the application of routine experimentation. See In re 
Allen 105 USPQ 233, 235 (CCPA 1955); In re Boesch , 205 USPQ 215 (CCPA 1980); 
and In re Peterson, 315 F.3d 1325 (CA Fed 2003). Accordingly, it would have been 
obvious to have adjusted the relative percentages of the components suggested by the 
combined teachings of the primary and secondary references to arrive at those pH values 
providing optimal performance for a particular given pharmaceutical formulation, per the 
reasoning of the cited precedent. 



1 It will be presumed for the purposes of this rejection that claim 56 was intended to read "1 .2 wt% or 
less", as discussed in the "Indefiniteness" section. (Moreover, Takado et al suggests the water content is a 
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Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Frederick Krass whose telephone number is (571) 272- 
0580. The examiner can normally be reached on Monday through Friday from 9:30AM to 
6PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached at (571) 272-0718. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 

Frederick Krass 
Primary Examiner 




result effective variable, and thus variation in the residual water content would have been obvious in any 
case). 



